
Please note:  All companies engaged in food manufacturing and/or wholesale food distribution in Texas are subject to the Current 

Good Manufacturing and Food Warehousing Practice in Manufacturing, Packing, or Holding of Human Food 25 TAC 229.210-

229.222.   This state rule is currently under revision and will be proposed as a new rule in 2016 to align with the federal Preventive 

Control Rule.   

  

FDA’s New Preventive Control Rule (21 CFR Part 117) 

http://www.fda.gov/food/guidanceregulation/fsma/ucm334115.htm 

Who is Subject???  Who is Exempt??? 

 

 

 

   

 

 

 

 

 

 

 
+ You may be subject if chemical or physical 

hazards are identified with products produced.  

See 21 CFR Part 117.5(d) 

 

Do you meet the definition of a qualified facility?¥ 

 

 

 

A very small business 

- < 1 million in sales 

of human food plus 

market value of food 

held without sale 

A business selling 

>50% to a qualified 

end user and 

monetary value of 

food sold <$500,000 
Qualified end user – consumers 

of food; a restaurant or retail 

establishment that is located in 

the same state; or not more 

than 275 miles away; and is 

purchasing food for use at such 

restaurant or retail food 

establishment 

You are NOT subject to 

Parts C (Hazard Analysis & 

Riske Based Preventive 

Controls) &G (Supply 

chain Program) of the 
Preventive Control Rule* 

 

Are all the products you produce subject to 21 CFR 

Part 123 Fish and Fishery Products, 21 CFR Part 123 

Hazard Analysis Critical Control Point Systems 

(Juice), or 21 CFR Part 111 Dietary Supplements? 

 

 

 

You are NOT subject to 

Parts C (Hazard Analysis 

& Riske Based Preventive 

Controls) &G (Supply 

chain Program) of the 
Preventive Control Rule 

 

Are you subject to 21 CFR Part 113 Thermally 

Processed Low Acid Canned Foods Packaged in 

Hermetically Sealed Containers?   

 

 

You are NOT subject to 

Parts C (Hazard Analysis & 

Riske Based Preventive 

Controls) &G (Supply chain 

Program) of the 
Preventive Control Rule for 

microbiological hazards+ 

for microbiological 

hazards 

If you are a facility that manufactures, processes, packs, or holds food for sale in the United States, and you 

are required to register under the Bioterrorism Act, you are subject to the Preventive Control Rule unless 

you meet one of the exemptions below.  Please visit: 

http://www.fda.gov/Food/GuidanceRegulation/FoodFacilityRegistration/default.htm 

 

Yes 

No 

*  A Qualified Facility Exemption  

can be withdrawn in the event of 

a foodborne illness outbreak or to 

protect public health and prevent 

a foodborne illness outbreak.  See 

21 CFR Part 117.251-287 

¥Documentation is required 

No 

No 

Yes 

Yes 

OR 
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          You may be subject to 
          modified requirements, see  
         21 CFR Part D 
 

 

 
 
 

Does your facility engage in activities that are 

covered solely under 21 CFR Part 112 Produce 

Safety Rule and is not considered a mixed use 

facility?   

 

 

Farm Activities covered 

under Part 112 are NOT 

subject to  Parts C (Hazard 

Analysis & Riske Based 

Preventive Controls) &G 

(Supply chain Program) of 

the Preventive Control Rule 

Preventive Control Rule* 

Does your facility engage solely in the storage of 

raw agricultural commodities (other than fruits 

and vegetables) intended for further distribution 

and processing.   

 

 
Does your facility engage solely in the storage of 

unexposed packaged food that does not require 

temperature control for food safety. 

 

 

Compliance Dates: 
 

Qualified Facility      September 17, 2018 
Small Business       September 18, 2017 
Businesses Subject to the Pasteurized Milk Ordinance September 17, 2018 
All Other Businesses      September 19, 2016 

 

Small business -  a 

business employing 

fewer than 500 full-

time equivalent 

employees 

You ARE 

subject to 

Preventive 

Control Rule 

 

Mixed Use Facility- an 

establishment that engages in 

both activities that are exempt 

from the PC Rule under the 

Bioterrorism Act (BT Act) AND 

activities that require 

registration under the (BT Act) 

and are therefore subject to the 

PC Rule (see 21 CFR 117.3) 

Mixed use facilities 

producing specific low 

risk food and/or using 

low risk processes may 

be exempt.  See 21 CFR 

Part 117.5(g)&(h) 
You are NOT subject to 

Parts C (Hazard Analysis 

& Riske Based Preventive 

Controls) &G (Supply 

chain Program) of the 
Preventive Control Rule 

 

You are NOT subject to 

Parts C (Hazard Analysis 

& Riske Based Preventive 

Controls) &G (Supply 

chain Program) of the 
Preventive Control Rule 

 

Yes 

Yes 

Yes 

No 

No 

No 


